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11 April 2003 (11.04.2003) 


Applicant 

MOCHIDA PHARMACEUTICAL CO., LTD. et al 



1 . Transmittal or the translation to the applicant. 

The International Bureau transmits herewith a copy of the English translation made by the International Bureau of the international 
preliminary examination report established by the International Preliminary Examining Authority. 

2. Transmittal of the copy of the translation to the elected Offices. 

The International Bureau notifies the applicant that copies of that translation have been trans mi tied to the following elected Offices 
requiring such translation: 

AZ, CA, CH, CN, CO, EP, GH, KG, KP, KR, MK, MZ, RO, RU, TM 

The following elected Offices, having waived the requirement for such a transmittal at this time, will receive copies of that translation from 
the International Bureau only upon their request: 

AE, AG, AL, AM, AP, AT, AU, BA, BB, BG, BR, BY, BZ, CR, CU, CZ, DE, DK, DM, DZ, EA, EC, EE, ES, Fl, GB, GD, GE, 
GM, HR, HU, ID, IL, IN, IS, JP, KE, KZ, LC, LK, LR, LS, LT, LU, LV, MA, MD, MG, MN, MW, MX, Nl, NO, NZ, OA, OM, 
PH, PL, PT, SC, SD, SE, SG, SK, SL, TJ, TN, TR, TT, TZ, UA, UG, US, UZ, VC, VN, YU, ZA, ZM, ZW 

3. Reminder regarding translation into (one of) the official language(s) of the elected Office(s). 

The applicant is reminded that, where a translation of the international application must be furnished to an elected Office, that translation 
must contain a translation of any annexes to the international preliminary examination report. 

It is the applicant's responsibility to prepare and furnish such translation directly lo each elected Office concerned (Rule 74.1). See 
Volume II of the PCT Applicant's Guide for further details. 
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Applicant's or agent's file reference 
PCT196 


FOR FURTHFR ACTION SeC Notification 0< * Transmittal of International 

Preliminary' Examination Report (Form PCT/1PEA/A 1 6) 


International application No. 

PCT/JP2003/004614 


International filing date (day/month/year) 
11 April 2003 (] 1.04.2003) 


Priority date (day/ 'month/year) 

1] April 2002 (13.04.2002) 


International Patent Classification (IPC) or national classification and IPC 
C07K7/08, 1/06, 14/00 //C12N 15/09 


Applicant 

MOCHIDA PHARMACEUTICAL CO., LTD. 



1 . This international preliminary examination report has been prepared by this International Preliminary Examining Authority 
and is transmitted to the applicant according to Article 36. 



2. This REPORT consists of a total of 



. sheets, including this cover sheet. 



I | This re P ort is aI so accompanied by ANNEXES, i.e., sheets of the description, claims and/or drawings which have been 
amended and are the basis for this report and/or sheets containing rectifications made before this Authority (see Rule 
70. 1 6 and Section 607 of the Administrative Instructions under the PCT). 



These annexes consist of a total of 



sheets. 



3. This report contains indications relating to the following items: 
Basis of the report 
Priority 

Non-establishment of opinion with regard to novelty, inventive step and industrial applicability 
Lack of unity of invention 

Reasoned statement under Article 35(2) with regard to novelty, inventive step or industrial applicability- 
citations and explanations supporting such statement 

Certain documents cited 

Certain defects in the international application 

Certain observations on the international application 



I 


I2SI 


II 


□ 


III 


□ 


IV 


□ 


V 




VI 


□ 


VII 


□ 


VIII 


□ 



Date of submission of the demand 

16 October 2003 (16.10.2003) 


Date of completion of this report 

06 May 2004 (06.05.2004) 


Name and mailing address of the IPEA/JP 
Facsimile No. 


Authorized officer 
Telephone No. 



Form PCT/IPEA/409 (cover sheet) (July 1 99S) 



INTERNATIONAL PRELIMINARY EXAMINATION REPORT 



International application No. 

PCT/JP2003/0046M 



I. Basis of the report 



1. With regard to the elements of the international application:* 
[X] the international application as originally filed 

| | the description: 

pages 

pages 

pages 



, as originally filed 
, filed with the demand 



. filed with the letter of 



□ 



the claims: 

pages 

pages 

pages 

pages 



___ , as originally filed 

. as amended (together with any statement under Article 1 9 
, filed with the demand 



filed with the letter of 



□ 



the drawings: 

pages 

pages 

pages 



, as originally filed 
, filed with the demand 



filed with the letter of 



1 1 the sequence listing part of the description: 
pages 

pages 

pages _____ 



, as originally filed 

. , filed with the demand 



.filed with the letter of 



2. With regard to the language, all the elements marked above were available or furnished to this Authority in the language in which 
the international application was filed, unless otherwise indicated under this item. 

Thes e elements were available or furnished to this Authority in the following language which is: 

□ the language of a translation furnished for the purposes of international search (under Rule 23.1(b)). 

□ the language of publication of the international application (under Rule 48.3(b)). 

the language of the translation furnished for the purposes of international preliminary examination (under Rule 55.2 and/ 
or 55.3). 

3. With regard to any nucleotide and/or amino acid sequence disclosed in the international application, the international 
preliminary examination was carried out on the basis of the sequence listing: 



□ 
□ 
□ 
□ 
□ 

□ 
□ 



contained in the international application in written form. 

filed together with the international application in computer readable form. 

furnished subsequently to this Authority in written form. 

furnished subsequently to this Authority in computer readable form. 

The statement that the subsequently furnished written sequence listing does not go beyond the disclosure in the 
international application as filed has been furnished. 

The statement that the information recorded in computer readable form is identical to the written sequence listing has 
been furnished. 



The amendments have resulted in the cancellation of: 

□ 

the description, pages 

the claims, Nos. 

the drawings, sheets/fig 

5 I 1 This report has been established as if (some of) the amendments had not been made, since they have been considered to go 
1 — ' beyond the disclosure as filed, as indicated in the Supplemental Box (Rule 70.2(c)).** 

Replacement sheets which have been furnished to the receiving Office in response to an invitation under Article 14 are referred to 
in this report as "originally filed" and are not annexed to this report since they do not contain amendments (Rule 7016 
and 70.17). 

**Any replacement sheet containing such amendments must be referred to under item J and annexed to this report. 
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INTERNATIONAL PRELIMINARY EXAMINATION REPORT 



International application No. 

PCT/JP03/04614 



V. Reasoned statement under Article 35(2) with regard to novelty, inventive step or industrial applicability; 
citations and explanations supporting such statement 



1 . Statement 

Novelty (N) Claims K28 YES 

Claims NO 

Inventive step (IS) Claims YES 

Claims 1-28 N° 

Industrial applicability (1A) Claims 1-2S ^ s 

Claims NO 



2. Citations and explanations 



Documents: 

1 . Niidome T, et al., Binding of cationic alpha-helical peptides to plasrnid DNA and their gene 
transfer abilities into cells. 

J Biol Chem. 1997 Jim 13, Vol. 272, No. 24, p. 15307-15312 

2. WO 01/49324 A2 (NOVARTIS AG) July 12, 2001 

3. Sakaibara T, et al., Doxorubicin encapsulated in sterically stabilized liposomes is superior to 
free drug or drug-containing conventional liposomes at suppressing growth and metastases of 
human lung tumor xenografts. 

Cancer Res. 1996 Aug 15, Vol. 56, No. 16, p. 3743-3746 

4. Kazuo MARUYAMA, "PEG-liposomes ni yoru DDS no Rinsho Oyo," Japanese Journal of 
Clinical Medicine. 1998, Vol. 56, No. 3, p. 632-637 

5. Maruyama K, et al., Targetability of novel immunoliposomes modified with amphipathic 
poly(ethylene glycol)s conjugated at their distal terminals to monoclonal antibodies. 
Biochim Biophys Acta. 1995 Mar 8, Vol. 1234, No. 1, p. 74-80 

6. WO 00/44348 A2 (UNIV ILLINOIS FOUND) August 3, 2000 

(Continued) 
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INTERNATIONAL PRELIMINARY EXAMINATION REPORT 



International application No. 

PCT/JP03/04614 



Supplemental Box 

(To be used when the space in any of the preceding boxes is not sufficient) 
Continuation of Box V. 2: 
•Claims 1-28 

Document 2 states that stabilization is greatly enhanced when a vector used for gene therapy is 
modified by polyethylene glycol (PEG), hi addition, as described in documents 3-6, the stabilization 
of a substance and delivery of that substance to a desired site by encapsulating it in a PEG-modified 
liposome in order to enhance its action was widely known by persons skilled in the art before the 
priority date of this application. 

Thus, persons skilled in the art can easily conceive of modifying with PEG the peptide having an 
ohelix structure described in document 1 for delivering a gene into a cell to enhance its stability and 
physiological activity. Furthermore, in so doing, persons skilled in the art can substitute or add amino 
acids in consideration of the hydrophilicity or hydrophobicity of the peptide. 

Moreover, "this examination finds no particularly outstanding effect is provided by adopting the 
constitution of the inventions in the above claims. 

As a result, this examination finds that persons skilled in the art could easily prepare the inventions 
of the above claims based on the descriptions in documents 1-6. 
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